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Prescription only &

Cyclorin
Cycloserne Capsules US.P

Pharmaceutical Dosage Form: Capsules

Each Capsule contains :
Cycloserine US.P 250 mg

Approved colours used in capsule shell
Storage : Preserve in tight containers below
30°C in dry place, protect fram light.
Dosage - As directed by the physician,
Keep all the medicines out of reach of children
Read the instructions thoroughly before use
Indication, contraindication and administration:
“Please refer the pack insert inside”

Manufactured by :

% \ LUPIN LTD.
el A-28/1, M.I.D.C., Chikalthana,

Aurangabad - 431 210. INDIA
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Cyclorl

Cycloserine Capsuies USP

Pharmaceutical Dosage Form: Capsules

Each Capsule contains :
__ Cycloserine LS P 250 mg

Approved colours used in capsule shell
Storage Preserve in tight containers below
30°C in dry place, protect from light.
Dosage - As directed by the physician,
Keep all the medicines out of reach of children
Read the instructions thoroughly before use
Indication, contraindication and administration:
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Rx-Thuéc nay chi ditng theo don ciia thiy thudc

Vién nang CYCLOSERINE USP 250mg

CYCLORIN
THANH PHAN
M>i vién nang chira:
Hoat chat: Cycloserine USP . .............. 250mg
Té duwge: Glyceryl Behenate (Compritol 888 ATO), Cellulose vi tinh thé (Avicel PH 112), Calci
Carbonat.
DUQC LUC HOC

Cycloserine c6 C{’iu triic gidng acid amin D-alanin, vi thé Cycloserine trc ché cac phan (g trong d6 D-
alanin tham gia tong hop vo té bao vi khuan. Trong méi truong khong ¢é D-alanin, Cycloserine tic ché sy
phat trién cac chung Enterococcus, Escherichia coli, Staphylococcus aureus, Nocardia, va Chlamydia in
vitro,

Cycloserine c6 tac dung kim vi khuan hay diét vi khuén tiy theo ndng dd cuia thudc tai vi tri ton thuong va
tinh nhay cam cta vi khuan gdy bénh. O nong do 5 dén 30ug/ml Cycloserine \rc ché sy phat trién
Mycobacterium tuberculosis in vitro. Khong ¢é su khang chéo gitra Cycloserine véi cac thude chiva lao
khéc.

DUQC B(;)NG H()C

Sau khi uong, 70% dén 90% Cycloserine dwoc hép thu nhanh chéng. Néng dd dinh trong mau dat dugc
sau 3-4 gio khi udng liéu 250mg va ¢ ndng do tir 20- 30 pg/ml khi udng lap lai liéu cach nhau 12 gio .
Chi mét luong nho thube dugce tim thay sau 12 gio. Cycloserine phan bd vao hau hét cac dich trong co thé
va trong té bao. Nong do thude trong dich ndo tuy, ¢ phan lén ngu‘oa bénh, xap xi nong d6 thude trong
mau. Khoang 50% lwong thude hap thu dugc thai trir vao nude tiéu & dang khéng ddi trong 12 gio. dau
trong d6 65% Iwrong thude thai trir duoc tai hap thu & dang c6 hoat tinh sau khoang hon 72 gi6. Thube rét
it duoc chuyén héa. Cycloserine c6 thé bi tich liiy dén nong do doc & ngudi bénh suy than, co thé loai
thude ra khoi co thé bang tham phan mau. Thude khdng gin véi protein huyét trong. Cycloserine dé qua
nhau thai vdo mang bi va vao sira me.

CHI PINH

Cycloserine dugc chi dinh trong bénh lao khang thudc (diing phdi hop véi thude khang lao khac).

LIEU DUNG VA CACH DUNG

Trong diéu tri lao va cac be;nh khac do mycobacteria gay ra, khong nén dung Cycloserine riéng lé va thoi
gian diéu trj phai du dai dé tranh tai phat.

O ngudi truong thanh bi bénh lao, lleu khoi dau thong thuong cua cycloserine la 250mg mdi 12 gio 1 |
trong vong 2 tuan dau. Liéu ding can phai diéu chinh sao cho ndng do thudc trong mau khdng qu
30pg/ml. Liu dung thong thurong cho nguoi truong thanh [a tir 0,5-1g/ngay chia thanh nhiéu liéu déut

nhau. Li€u toi da cho ngudi truong thanh 1a 1g/ ngay.

CHONG CHI PINH

Cycloserine chong chi dinh cho bénh nhén co tién sir qua man, dong kinh, trdim cam, lo ling dir ddi hogc
roi loan tam than. Thube ciing chong chi dinh cho bénh nhéan suy thin nang, bénh nhan thudng xuyén uong
ruou.

CANH BAO

Chi dinh Cycloserine phai ngung hogc giam lieu khi bénh nhén c6 dau hiéu di ing da hodc biéu hién doc "a
tinh trén thanh kinh trung uvong chang han co giat, roi loan tam than, mo mang, tram cam, la 1in, phan tng

qua lmrc dau dau run ray, chong mat, liét nhe hodc thé trang kém. N
THAN TRONG ) ) ) ‘ ) o
Trude khi tién hanh diéu trj can phai kiém tra d6 nhay cam cuia bénh nhan ddi véi thude.

Nén theo doi ndng d6 thude trong mau, diac bidt ddi voi ngudi suy than hodc khi ding liéu vuot qua
500mg/ ngay hodc ¢ dau hiéu ngd doc. Nong do thude trong méu khong vugt quéa 30pg/ml.

Ngudi bénh suy than (d6 thanh thai creatinin < 50ml/phut (0,83ml/gidy)) khong nén sir dung cycloserine

do tang ngd doc than kinh.

Dir liu cho viéc diing cycloserine & bénh nhan suy gan rat hiém. Bénh nhan nén duoc theo doi ky cac dau

hiéu doc tinh. Cac xét nghiém huyét hoc, gan va than nén dugc thuc hién sudt thoi gian tri liéu voi
cycloserine.
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PHU NU'MANG THAI o
Bang C. Cycloserine chi dugce chi dinh cho phu nir mang thai khi that su can thiet. &'A'
PHY NU' CHO CON BU

Vi cycloserine tiém an nguy co gay tac dung phu nghiém trong trén tré bu me nén can phai quyét dinh
chon lya hogc la ngung cho con bii hoac 1a ngung ding thude khi cho con b, tily theo tim quan trong cuia
thude dbi véi nguoi me.

DUNG CHO TRE EM

P& an toan va hiéu qua chua duoc thiét lap.

TAC DUNG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chua c6 nghién ciru vé anh hudng 1én kha nang lai xe va van hanh may méc duoc thue hién.

TUONG TAC THUOC

Cycloserine lam tang tdc dyng cia ruou va phenytoin. Tac dung khong mong mubn coa Cycloserine ddi
véi hé than kinh trung wong tang 1én khi dung phdi hop véi isoniazid va ethionamid.

Cycloserine ¢6 tinh dbi khang véi pyridoxine va lam ting thai teir pyridoxine & than, nhu ciu vé
pyridoxine co thé tang 6 ngudi bénh dung cycloserine.

TAC DUNG KHONG MONG MUON

Tac dung khong mong mudn thuong gép nhét cua cycloserine lién quan dén cac biéu hién than kinh. Mo
ngt, chéng mat, dau dau, ngu lim, tram cam, rung rdy, khé néi, néng nay, lo 4u, hoa mit, i 13n, dong kinh
con 16n hodc nho, tai bién va hén mé da dwoc bao cao khi bénh nhan ding thude. Udng ruou thuong
xuyén c6 vé lam tang nguy co tai bién trong thoi gian diéu tri bng cycloserine. Cac tac dung phu than
kinh ¢6 vé phu thude lidu va xay ra trong vong 2 tudn dau & khoang 30% bénh nhan ding liéu 500mg
cycloselmef ngay. Cac triéu chimg thuong bién mat sau khi ngung ding thude. Hiém khi xay ra phan img
qua man gom phat ban va nhay cam v&i anh sang. Rat hiém truong hop loan nhip tim va dot nhién gay dau
tim sung huyét ciing da dugc bao cdo voi bénh nhan dung thude liéu 1-1,5g/ ngay.

Thong bdo cho bdc si cdc tdc dung khong mong muon gap phdai khi ding thuoc.

QUA LIEU

Tri¢u chiing: dau dau, chong mat, 14 l4n, ngh ga, tang kich thich, di cam, loan van ngdn va tim thin. Liét
nhe, co git, va hén mé c6 thé xdy ra khi ding quéa liéu cycloserine nhleu

Diéu tri: gy ndn va/ hodc rira da day. Ding than hoat va thude x0 4 gio 1 1an cho dén khi{inh trang on

dinh. 3 bk

Piéu tri hé tro: i e '
-Duing thudc chéng co giat dé kiém soat co gidt. L
-Ding 200-300mg pyridoxine hydrochloride héng ngay chia nhiéu lan dé diéu trj nggdﬂ‘é n kinh

E
HAN DUNG: 24 thang ké tir ngdy san xuat.

Khéng diing thuéc qud han sit dung ghi trén hjp.
BAO QUAN: Gii't‘thuéc trong bao bi kin, nhiét dé dudi 30 °C, noi khé rdo, tranh anh sang.
DANG TRINH BAY: Hop 10 vi x 6 vién nang cung.

Doc kj hwong dan siv dung tride khi ding.
Néu cin thém thong tin, xin héi Y kién bic sy.
Giit thuée tranh xa tam tay tré em.

San xudt tai:
LUPIN LIMITED
A-28/1 MIDC, Chikalthana, Aurangabad ~431210 An Dd.

PHO CUC TRUONG



